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MEMORANDUM

June 30, 2005

TO: Patrice Cooper (UHC)
Gilson DaSilva (BCBS)

Ron Barnett (NHPRI) 4)0

FROM: Tricia Leddy M

Adminjstrator, Center for Child and Family Health

SUBJECT: Policy Clarification: Coverage of Experimental Drugs/Procedures

Under Federal regulations, State Medicaid programs may cover any medically necessary service as
long as it is covered under the Social Security Act (Act). The Act specifically prohibits coverage of
experimental drugs or procedures. Therefore, a State Medicaid agency cannot receive Federal-
matching funds for payment of non-FDA approved drugs. It should be noted that Attachment C to the
Rlte Care Health Plan Contract is explicit that “experimental” items are “non-covered services”
under the contract, This limitation has been in effect since the beginning of Rlte Care.

According to Federal regulations, once a managed care organization (MCO) receives a capitation
payment from the State Medicaid agency (the Department of Human Services, or DHS, in the instance
of Rhode Island) or the agency’s representative, the money loses its identity as Federal Medicaid
funding (see attached). As such, if an MCO determines that a non-covered service is medically
necessary, it has the authority to provide that service or to authorize payment for it out of the
MCO’s administrative costs or profits (see the attached 42 CFR 438.6(e)}. It should be noted that
this Federal regulatory provision is incorporated into Section 2.06.01 of the Rite Care Health Plan
Contract that has been in effect since January 1, 2005,

If an MCO provides or pays for an experimental drug or procedure, it does so at its own risk and the
State will be held harmiess by an MCO that does so under the provisions of Section 3.05.07 of the
Rlte Care Health Plan Contract.

Please communicate this information within your organization as appropriate.

Cec: Deborah Florio
Lissa DiMauro
- Rick Jacobsen
Murray Brown,
Renee Rulin, MD
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(iti}yTheState'sprojectionofexpend-
itures under its previous year's con-
tract {or under its FFS program if it
didnothaveacontractintheprevious
year} compared to those projected
undertheproposedcontract.

{iv} Anexplanation of any incentive
arrangements, or stop-1oss, reinsur-
ance, or any other risk-sharing meth-
cdelogiesunderthecontract.

{3} Specialcontractprovisions. {i) Con-
tract provisions for reinsurance, stop-
losslimitsorotherrisk-sharing meth-
odologies must be computedonanac-
tuariallysoundbasis.

{ii) If risk corridor arrangementsre-
sult in payments that exceed the ap-
proved capitation rates, these excess
payments will not be considered actu-
arially sound to the extent that they
result in total payments that exceed
theamountMedicaid wouldhavepaid,
onafee-for-servicebasis, fortheState
planservicesactually furnished toen-
rolied individuals, plus an amount for
MCO, PIHP, or PAHP administrative
costs directly related to the provision
oftheseservices.

(iii) Contracts with incentive ar-
rangements may not provide for pay-
mentinexcessofl0ipercentoftheap-
proved capitation payments attrib-
utabletotheenrolleesorservicescov-
ered by the incentive arrangement,
since such total payments will not be
consideredtobeactuariallysound.

(iv) For all incentive arrangements,
thecontractmustprovidethatthear-
rangementis-—

(A}Forafixedperiodoftime;

(B) Nottoberenewedautomatically;

(CyMadeavailabletobothpublicand
privatecontractors;

(D) Not conditioned on intergovern-
mentaltransferagreements;and

(E)Necessaryforthespecifiedactivi-
tiesandtargets.

(v)IfaStatemakespaymentstopro-
viders for graduate medical education
{GME} costs under an approved State
plan, the State must adjust the actu-
arially sound capitation rates to ac-
count for the GME payments to be
made on behalf of enrollees covered
under the contract, not to exceed the
aggregate amount that would have
been paid under the approved State
planfor FFS. States must first estab-

42CFRCh.IV (10-1-04Edition)

lishactuarially sound capitationrates
priortomakingadjustmentsfor GME.,

(d} Enrollment discrimination prohib-
jited. Contracts with MCOs, PIHPs,
PAHPs, and PCCMs must provide as
follows:

(1) The MCO, PIHP.PAHP, or PCCM
accepts individuals eligible for enroll-’
mentintheorder inwhichtheyapply
without restriction {unless authorized
by the Regional Administrator), up to
thelimitssetunderthecontract.

(Z)Enrollmentisvoluntary.exceptin
thecaseof mandatoryenrolimentpro-
grams that meet the conditions set
forthin§ 438.50(a).

(3) The MCO, PTHP ,PAHP, or PCCM
will not, on the basis of health status
or need for health care services, dis-
criminate against individuals eligible
toensoll,

(4) The MCO, PIHP,PAHP, or PCCM
will not discriminate against individ-
uals eligible to enroll on the basis of
race, color, ornationalorigin,and will
notuseanypolicyorpracticethathas
the effect of discriminating on the

(e) Services that may be covered. An
MCO, PIHP, or PAHP contract may
cover, forenrollees, servicesthatarein
addition to those covered under the
State plan, aithough the cost of these
servicescannotbeincludedwhendeter-
mining the payment rates under
§438.6{c).

(f} Compliance with contracting rules.
Allcontractsunder thissubpartmust:

(i} Comply with all applicable Fed-
eralandStatelawsandregulationsin-
cludingtitleVIoftheCivilRightsAct
of 1864; title IX of the Education
Amendments of 1472 (regarding edu-
cation programs and activities); the
AgeDiscriminationActof1975;theRe-
habilitationActof1973;andthe Ameri-
canswithDisabilitiesAct;and

{2 Meetall therequirementsofthis
section.

{g) Inspection and audit of financial
records. Risk contracts must provide
that the Stateagency andthe Depart-
mentmayinspectandauditanyfinan-
cial records of the entity or its sub-
CORLractors.

%bassofrace, color,ornationalorigin.
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B Center for Medicaid and Siate Operations

7508 Seenrity Bivd.
Baltimore, MY) 21244-1850

A policy

concem relating 1o watain cantract requirements on msnaged CA1e organizations

(MCOS) or prepeid health plans (PEPs) has boen uodergoing Adwinisiration roview. This is o
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capitated payment, mivus an allowed profit, if any, bevsed {o provide health services 1o persons
who axc not eligible for Medicaid.

‘We vigw this practice as an imnppropriate subsidy for services for the utiosured. (Bee section
1903(m)(2)(AYGE) Of the Social Seourity Act, which states thut capitated programs arc inbended
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for Medicaid recipients.)

, we recopnize that when, 2 capisted pagment s made to an MCO or 2 PHP, the entity
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MCO or PHP can nse its savings as it wishes, In effeet, it is 1o Jonger “Medicaid money.” Ta
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s free to do 50, However, we believe it is not appropriate for the State Medicaid agency to
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Therefore, for any new or peading section 1915(b) or 1115 waivers Gnclnding apphcations for
renewals) or any other Miedicuid mauaged care siustion (8.5, State plan option noder the
Balanced Budget Act), i3 a matter of policy, 3 will not approve auy State Medicaid sgengy
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capitation mate for non-Medicaid efigibles. Furthermore, in our normal review Of Waivers,
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Page 2 - State Medicaid Director
Requests for Proposals, and coatmets, we will aiso ascertain whether or not States are in
compliance with this policy directive.

X you have any questions about 1343 policy, pleuse contact Wayhe Smivh at (410) 786-6762.
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Director

oc: Al HCFA Regional Administyators

All HCFA Associate Regiona] Adoinisteators
For Medicaid and State Operations

Lee Parirddge
American Pubic Welfate Association

Joy Wilson,
National Confarence of State Legishinres

— Fenvifer Baxendel!
Matiopsl Governors™ Association
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